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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication(s) filed on 3/17/2005 . 
2a)D This action is FINAL. 2b)H This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) £3 Claim(s) 42-47 ,49.50.56-63.66-76 and 80-113 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [3 Claim(s) 42-47.49.50.56-63.66-76 and 80-113 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)^ The drawing(s) filed on 25 April 2001 is/are: a)[3 accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

This application is a national stage filing of PCT/GB00/00086, filed January 13, 2000 
(amended July 12, 2000 and October 13, 2000), which claims benefit to provisional application 
60/130,546 filed April 22, 1999 and claims benefit to foreign application 9900734.6 filed 
January 13, 1999 in Great Britain. 

i 

i 

Applicants after final March 17, 2005, has been received and entered. Claims 1-41, 48, 
51-55, 64, 65, 77-82 have been canceled. Claims 90-1 13 has been added. Claims 42-47, 49, 
50, 56-63, 66-76, 80-1 13 are pending and currently under examination. 

The finality of the previous Office action is withdrawn pursuant to 37 CFR 1 .129(a). 
Applicant's submission after final filed on March 17, 2005 has been entered. 

Election/Restriction 

As noted previously, Applicant's election without traverse of Group I was acknowledged. 
Newly added claim 89 has a different preamble than that set forth in the original claims, however 
the method steps are the same, therefore will be examined with the instantly elected invention. In 
addition, it is noted that the election of species was withdrawn. 

Newly added claims 90-1 13 are encompassed by the elected invention. It is noted that 
though the preambles of the two independent claims indicate making an embryo (claim 42) 
versus a cell (claim 89), the method steps (i)-(iv) are exactly the same for both methods. 
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Claims 42-47, 49, 50, 56-63, 66-76, 80-1 13 are under examination to the extent they 
encompass the elected invention of a method of producing an animal embryo comprising passing 
a diploid nuclear donor through a first recipient oocyte, then into a second oocyte or zygote, the 
embryo produced by this method, a cell line produced from the embryo and a method of 
producing an animal from said embryo. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1 . 1 30(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 89, 93-1 13 are objected to under 37 CFR 1.75 as being a substantial duplicate of 
claims 42-47, 49, 50, 56-63, 66-68, 90-92. When two claims in an application are duplicates or 
else are so close in content that they both cover the same thing, despite a slight difference in 
wording, it is proper after allowing one claim to object to the other as being a substantial 
duplicate of the allowed claim. See MPEP § 706.03(k). 

In the instant case, while the preamble of the two independent claims indicates that the 
methods are drawn to making two different types of cells, an embryo versus a cell, the method 
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steps of each of the method are exactly the same method steps, thus would inherently result in 
the same cell whatever name or intended use is given the resulting product. 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 42-47, 49, 50, 56-63, 66-76, 80-1 13 are rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for a method of reconstituting a non- 
human mammal practicing steps (i)-(iv), does not reasonably provide enablement for methods to 
make any animal embryo, or to use the resulting embryo in methods to make any animal. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to practice the invention commensurate in scope with these claims. 

Enablement is considered in view of the Wands factors (MPEP 2164.01(a)). The court in 
Wands states: "Enablement is not precluded by the necessity for some experimentation such as 
routine screening. However, experimentation needed to practice the invention must not be undue 
experimentation. The key word is 'undue,' not 'experimentation.' " {Wands, 8 USPQ2d 1404). 
Clearly, enablement of a claimed invention cannot be predicated on the basis of quantity of 
experimentation required to make or use the invention. "Whether undue experimentation is 
needed is not a single, simple factual determination, but rather is a conclusion reached by 
weighing many factual considerations." {Wands, 8 USPQ2d 1404). The factors to be considered 
in determining whether undue experimentation is required include: (1) the quantity of 
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experimentation necessary, (2) the amount or direction or guidance presented, (3) the presence or 
absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the 
relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. While all of these factors are considered, a sufficient amount for a prima 
facie case are discussed below. 

These embodiments are not enabling because of the art-recognized inability to generate a 
primate clone through methods of nuclear transfer. Vogel [Science, 300:226-227 (2003)] state 
that Rhesus monkey NT-generated embryos seemed normal at their early stages but were unable 
to develop further when implanted into a surrogate mother. This was because the cells had the 
wrong number of chromosomes, and that this aneuploidy resulted in the abortion of the fetus. 
This was found to also be the case with human NT embryos (see page 225). Simerly et ah 
[Science, 300:297 (2003)] state that, "Primate NT appears to be challenged by stricter molecular 
requirements than in other animals . . . With current approaches, NT to produce embryonic stem 
cells in nonhuman primates may prove difficult - and reproductive cloning unachievable." (see 
page 297, 3 rd column, last sentence). As the state of the art evidences that NT in primates is 
unpredictable, and the instant specification fails to provide teachings to show that primate NT 
using the claimed methods would result in pluripotent mammalian cells, it would have required 
undue experimentation for one of skill in the art to make and use the claimed invention. 

With respect to claims 89, 93-1 13 it is noted that the preamble of the claims recite more 
generally that the method is to make a cell, however the method steps are exactly the same as 
those that result in an embryo. Moreover, the present specification only provides the guidance 
for the use of nuclear transfer methodology in making an embryo, a fetus or animal (see for 
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example page 2, lines 20-28 and original claims), and the specification does not provide for use 

# 

of any other resulting cell than an embryo. 

In view of the lack of guidance, working examples, breadth of the claims, the level of 
skill in the art and state of the art at the time of the claimed invention was made, it would have 
required undue experimentation to make and/or use the invention as claimed. 

Claims 89, 93-1 13 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 37 CFR 1 . 1 1 8 (a) states that "No amendment shall 
introduce new matter into the disclosure of an application after the filing date of the application". 
In the instant case, the broadening of the claims to include the making of any animal cell is 
considered new matter. The methods are drawn generally to making a cell, however the 
specification does not provide literal support for making generally a cell. In review of the instant 
specification, the methodology set forth revolves around nuclear transfer technology. Consistent 
with the art, the specification teaches that the method of serial nuclear transfer can be used to 
generate an embryo, fetus or the resulting animal, however there is no teaching where the cell 
resulting from nuclear transfer is any other cell type than an embryo. 

To the extent that the claimed compositions and/or methods are not described in the 
instant disclosure, claims 89, 93-1 13 are also rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to make 
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and/or use the invention, since a disclosure cannot teach one to make or use something that has 
not been described. 

MPEP 2163.06 notes "If new matter is added to the claims, the examiner should reject the 
claims under 35 U.S. C. 112, first paragraph - written description requirement. In re Rasmussen, 
650 F.2d 1212, 21 1 USPQ 323 (CCPA 1981)." MPEP 2163.02 teaches that "Whenever the issue 
arises, the fundamental factual inquiry is whether a claim defines an invention that is clearly 
conveyed to those skilled in the art at the time the application was filed... If a claim is amended to 
include subject matter, limitations, or terminology not present in the application as filed, 
involving a departure from, addition to, or deletion from the disclosure of the application as filed, 
the examiner should conclude that the claimed subject matter is not described in that application. 
MPEP 2163.06 further notes "When an amendment is filed in reply to an objection or rejection 
based on 35 U.S.C. 112, first paragraph, a study of the entire application is often necessary to 
determine whether or not "new matter" is involved. Applicant should therefore specifically point 
out the support for any amendments made to the disclosure". 



Conclusion 

No claims are allowed. 

The prior art teaches methods of serial transplantation in nuclear transfer methodology, it 
fails to specifically teach or provide the motivation to practice methods of nuclear transfer where 
serial transplantation into successive oocytes is used to reprogram the donor cell, there is no 
teaching or motivation where the oocyte(s) is(are) not allowed to expand to increase the clonal 
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number of donor cells in such methods. Contrary to the art, the present methods simply use the 
oocyte without expansion to reprogram the donor cell. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Joseph Woitach whose telephone number is (571) 272-0739. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached at (571) 272-0735. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group analyst Dianiece Jacobs whose telephone number is (571) 272-0532. 

Joseph T. Woitach 




